ZOLL

MRI Scan Patient Checklist

Patient name: Patient date of birth:

Today's date (pre-MRI check):

Scheduled MRI date:

Part A — Checklist for the pre-MRI check

YES NO
1. The patient was told to bring their patient ID card to the MRI scan appointment. []
2. Confirmed the patient’s implanted remedé® System components are MR Conditional 0
(see table 1 and table 2 on the back of this page).
3. Confirmed the patient doesn’t have any abandoned respistim leads. []

4. Confirmed whether or not patient has other implantable device(s). For non-ZOLL
Respicardia implantable devices and components, a healthcare provider will need to [] []
ensure MRI compatibility.

5. The remedé System was interrogated and the patient's therapy settings were stored

(this information may be used for restoring the patient’s therapy following the MRI [] []
scan).
6. A lead integrity interrogation was performed using the Physician Programmer. [] []

7. All electrode impedances are between the remedé System Min/Max impedance limits. [] []

If all the answers above are YES, complete Part B and scan the form into your Electronic Medical/Health
Record system and if necessary, fax it to the imaging center performing the patient’s MRI scan.

If any answer is NO, do not proceed with the MRI scan for this patient.

Part B - Healthcare provider’s acknowledgment of MRI scan readiness for the
remedé System and components

I confirm that the remedé System has been checked prior to the MRI scan.

[l The patient doesn’t have any abandoned respistim leads.
[ ] Atthe time of the check, all electrode impedances for the remedé System were within Min/Max limits.

Note: The remedé System may enter into Safe Mode and display an alert in the presence of a very large magnetic field such
as an MRI machine. Please contact your ZOLL Respicardia representative.



Table 1

remedé System components that are eligible for Whole-body MRI scans and Head
lﬁl Scan (1.5T and 3T) under specified conditions.

COMPONENT ‘ MODEL NUMBER(S)

remedé IPG

1001, 1100, 1600

respistim Left Stimulation Lead

L Lead Models — 2002, 2003, 2004

LQ Lead Models — 50XX, 51XX, 56 XX

LQS Lead Models — 40XX, 41XX, 46XX

Where “XX" denotes Lead Length in cm (45, 55, 65 or 85 cm)

respistim Right Stimulation Lead | R Lead Models - 3101-3106, 3201-3206, 3601-3606, 3611-3616, 3651-3656

Table 2

Off-the-shelf components that are eligible for Whole-body and Head MRI scans (1.5T and 3T)
A when used with the remedé System under specified conditions.

COMPONENT DESCRIPTION ‘ USE CONSIDERATIONS

Bipolar Sensing Lead with IS-1
terminal and co-radial coil

The remedé Model 1001/1100 IPGs were evaluated to be MR Conditionally safe
using an off-the-shelf, IS-1 bipolar lead with co-radial coil connected to the IPG
sensing port. However, prior to an MRI examination, determine whether the
patient has a sensing lead inserted into the remedé Model 1001/1100 IPG sensing
port. If so, the MR labeling of the sensing lead must be determined and the
most restrictive MRI exposure requirements must be used of the medical device
implants. Contact the appropriate device manufacturers if you have questions.
If you are unclear what implants may be present, perform an x-ray to determine
implant type and location. Do not conduct an MRI examination if any conditions
or implants that would prohibit or contraindicate an MRI are present.

IS-1 Port Plug (3.5cm) with
metallic contacts

The remedé Model 1001/ 1100 IPGs were evaluated to be MR Conditionally safe
using an off-the-shelf, IS-1port plug (3.5 cm in length) with metallic contacts
inserted into the IPG sensing port. However, prior to an MRI examination,
determine whether the patient has an IS-1port plug inserted into the remedé
Model 1001/ 1100 IPG sensing port. If so, ensure the IS-1port plug is no greater
than 3.5cm in length or has MR conditional approval. Contact the appropriate
device manufacturers if you have questions. If you are unclear what implants
may be present, perform an x-ray to determine implant type and location. Do not
conduct an MRI examination if any conditions or implants that would prohibit or
contraindicate an MRI are present.

Additional information regarding MRI guidelines for the remedé System

Visit the remedé website to access the full
remedé MRI Guidelines Manual or use the QR code

ZOLL Respicardia, Inc.

12400 Whitewater Dr., Suite 150 | Minnetonka, MN 55343
952-540-4470 | info@remede.zoll.com | remede.zoll.com

For any questions, call ZOLL Respicardia at 952-540-4470.




